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SUBJECT: FDA REPRESENTATIVE PROVIDING TECHNICAL AND 

CONSULTATIVE ASSISTANCE TO FOREIGN BIOLOGICAL PRODUCT MANU- 
FACTURERS 

1 . FDA ADVISES THAT DR. EDWARD A. FITZGERALD, DEPUTY 
DIRECTOR, DIVISION OF CONTROL ACTIVITIES, BUREAU OF 
BIOLOGICS WILL BE IN EUROPE SEPTEMBER 25 - OCTOBER 1, 1977. 

2. DR. FITZGERALD WILL VISIT 3 MANUFACTURERS OF LICENSED 
BIOLOGICAL PRODUCTS TO DETERMINE IF THE FIRM'S FACILITIES 

AND OPERATIONS ARE IN ACCORDANCE WITH REGULATIONS PROMULGA- 
TED UNDER THE PUBLIC HEALTH SERVICE AND FOOD DRUG, AND 
COSMETIC ACTS AND WILL REPORT ANY SIGNIFICANT DEVIATIONS 
WHICH WOULD HAVE AN ADVERSE EFFECT UPON THE SAFETY AND/OR 
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EFFICACY OF SUCH PRODUCTS DESTINED FOR IMPORTATION INTO THE 
UNITED STATES. 

3. ITINERARY AS FOLLOWS: 

SEPTEMBER 24, 1977 DEPART WASHINGTON, D.C. FOR LONDON 
ENGLAND 
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SEPTEMBER 26 VISIT PFIZER LTD., SANDWICH 
SEPTEMBER 27 VISIT RESHERCHE ETINDUSTRIE THERAPEUTIQUES 
SEPTEMBER 29 TRAVEL BRUSSELS BELGIUM TO COPENHAGEN, 
SEPTEMBER 30 VISIT DR. SPAUN, STATEMS SERUM INSTITUT, 
OCTOBER 1 DEPART COPENHAGEN VIA LONDON FOR WASHINGTON, 
4. ASSISTANCE OF EMBASSIES WILL NOT BE REQUIRED. VANCE 
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